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Office Action Summary 



Application No. 

09/758,498 


Applicant(s) 

LAL ET AL. 


Examin r 

Ron Schwadron, Ph.D. 


Art Unit 

1644 





« The MAILING DATE of this communication app ars on the cover sheet with the correspondenc address — 
P riod for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36{a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )D Responsive to communication(s) filed on . 



2a)D This action is FINAL. 2b)IEl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) £3 Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) 2-4 and 6-20 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 5 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)Q All b)Q Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) £3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1) [3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-152) 

3) £3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) O Other: 
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1. Applicants election with traverse of Group III, claims 1 and 5 in Paper No. 9 is 
acknowledged. The traversal is on the ground(s) that are stated. This is not found 
persuasive because of the following reasons. Regarding Groups I.II.IV-XI, the M.P.E.P. 
§ 803 states that: 

For purposes of the initial requirement, a serious burden on the examiner may be prima 
facie shown if the examiner shows by appropriate explanation of separate classification, 
or separate status in the art, or a different field of search as defined in MPEP § 808.02. 
The restriction requirement enunciated in the previous Office Action meets this criterion 
and therefore establishes that serious burden is placed on the Examiner by the 
examination of additional groups. Regarding applicants comments about rejoinder of 
nonelected method claims, there are currently no allowed product claims in the instant 
application. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 2-4,6-20 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected inventions, there being no allowable generic 
or linking claim. Applicant timely traversed the restriction (election) requirement in Paper 
No. 9. 

3. Claims 1 ,5 are under consideration. 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



5. Claims 1,5 are rejected under 35 U.S.C. 102(b) as being anticipated by Cohen 
etal. (US Patent 5,31 2,628). 
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Cohen et al. teach an autoantigen between 40 and 45 kD which reacts with 
autoantibodies from diabetic humans. According to the specification, page 24, 
penultimate paragraph, the claimed peptide is an autoantigen involved in diabetes. The 
size of the molecule is similar to that recited in claim 1 (eg. approximately 39,500). 
The art recognizes that SDS-polyacrylamide gels would render a molecular weight that 
is not exact but is an approximation due to experimental variation inherent in the 
technique (for example, column 5, paragraph 1 indicates that the molecule is referred to 
as 42 kDa but is between about 40 and 45 kDa). Cohen et al. teach that said antigen 
preparation would be administered to humans (see column 8, second paragraph). Said 
antigen would be administered in. a suitable excipient. The amino acid sequence is an 
inherent property of said molecule. 

6. No claim is allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dr. Ron Schwadron whose telephone number is (703) 
308-4680. The examiner can normally be reached Monday through Thursday from 7:30 
to 6:00. A message may be left on the examiners voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ms. 
Christina Chan can be reached on (703) 308-3973. Any inquiry of a general nature or 
relating to the status of this application should be directed to the Group WQ receptionist 
whose telephone number is (703) 308-0196. 
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Primary Examiner 
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